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_ The MAIUNG DATE of thh communication appears on the cover sheet with the correspondence address - 

^sZtwId STATUTORY PERIOD FOR REPLY ,S SET TO EXPIRE _3 MONTH(S) FROM 

mailing date of this communication. minimum of thirtv (30) days will be considered timely . 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Aug 5, 2002 



2a) □ This action is FINAL. 2b) R This action is non-final. 

3,D Since this application is in condition for al.owance except for **** " 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11, 453 O.G. 21 3. 

Disposition of Claims 

„ is/are pending in the application. 

4)53 Claim(s) _M5 . ■ — 

is/are withdrawn from consideration, 
is/are allowed. 



4a) Of the above, claim (s) 
5)D Claim(s) 



6) K Claim(s) 1-15 

7) D Claim(s) 

8) D Claims 



is/are rejected, 
is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

x-, i<;- a^n anoroved b)D disapproved by the Examiner 

1 1 )□ The proposed drawing correction filed on is. a)LJ approveo dji-j 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 63 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-M) or (t). 
a)K All b)D Some* c)D None of: 

1 . K! Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. _ • 

3. □ Copies of the certified copies of the priority documents ; have been received in this National Stage 

application from the International Bureau (PCT Rule 1 7.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
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DETAILED ACTION 

1 Applicant's election with traverse of the species: "a fatty 
acid etter derived from oleic acid *nd alcohol" as the oil 
romnonent (A) , and "oleate" as emulsif lers (B) and (D) , in Paper 
component W a is ackn0 wledged. Applicant's traversal is 

on 'the grounds that a search of all the species would pose no 
Sndue burden on the Examiner. Upon further consideration the 
species requirement has been withdrawn. 

2. The following is a quotation of the first paragraph of 35 

U ' S ' C ' The 'specification shall contain a written description of the 

SSenSon. and of the manner and process of -^^^ 
it in such full, clear, concise, and exact terms as to enable 
any person skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and use the same 
and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

3 Claims 1-15 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the Specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an unSue amount of experimentation. Undue experimentation must 
be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
Se inventor, the existence of working examples, and the quantity 
of experimentation needed to make or use the invention. 

The instant invention is drawn to a vaccine. Accordingly, 
the specification must disclose both how to make, and how to use, 
all the vaccines that would be encompassed by the instant claims . 
it is notel that independent Claim 1 recites only the limitations 
that the vaccines comprise a wide range of percentages of 
polyethylene glycol (PEG) derivatives, of a wide range of 
molecular weights, represented by a chemical formula ^self 
comprising two variable R groups and a variable polymerization 
deqree. It would seem then that the claim encompasses a 
virtually unlimited number of vaccines. Several of the dependent 
claims recite a number of additional limitations, e.g., a range 
of molecular weights (Claim 2) or a narrowing of the percentages 
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E sure'of a Sl^r 

£e££1 CLM-0 '. 8S{M TECHNIQUE) to give a w/0 type emulsion (W/O- 
U Cannot be considered enabling for the production of a 
i™mlete vaccine Further, it is unclear 3 uat how W/O-2-4 are 
pSucel nor ho„ any of the complete vaccines comprising said 
Idjuvant component are Again a disclosure of^f^ 

ssoTEs « ™ HT^e^nnrsr of 

^uvanfva^nf /^prepared^is.insuf ficlen, to allow one of 

instant claims must be considered highly unpredictable and 

requiring of undue experimentation. 

The specification additionally discloses a number of 
Experimental Examples (it is unclear just how an Experimental 
Example differs from an Example or a Comparative Example) 
disposing the use of the vaccines of the instant claims. It 
notea? Sever, that only Experimental Example 1 actually 
^closes the efficacy of any of the vaccines of the instant 

It is further noted that said Example discloses the use 
of Seines of unknown composition (see precedi n9 P-agraph) 
comprising a single antigen (swine erysipilas) . The additional 
Experimental Exampies appear to disclose da ta re at -g the saf ety 
of the vaccines, however, safety data lends little additional 
Support Accordingly, in view of the breadth of the -stant 
claims the single relevant example is considered insufficient to 
dispose to one 9 of skill in the art the use of the vaccines of 
the instant claims. 



It is 
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0 , 0 - 0A at 737 8 USPQ2d at 1404 (Fed. Cir. 
In re Wands, 858 F.2d at 73/, » u» u more 

1988) indicates that the more ^f^^^jniy the statute, 
specific enablement is nece ssary in order to at Y ^ ^ 

in view of the quantity of ^P^^^^nty of the art, and 

S'S^ S^rit^XS^ trials and errors 

to practice the claimed invention. 

4. Claim, 1-15 are rejected und - ^ £ j r f escribed 

?„T h r«i= n iS 9 ^ 

under Vas-Cath, Inc. v. ^^^L^i^^^-nt. 
(Fed. Cir. 1991), to satisfy the "ritten descrip q_ 
an applicant must convey with reasonable cla ^ ^ ^ ^ ^ 

ofthe^nvenSon^that i-ention, in that 
context, is whatever is now claimed. 

There is insufficient written ^-ription to show that 
Applicant was in * ^"cation aisc^ses an 

^ ential^Uecipneraole for producing , the vaccines 

0.5 - 20% wt% (Claim 1), or an oil phase compo has 
liquid at room temperature Cla m 4 ^ describe 

an HLB of less than 10 (««m 12^ Addltionally , given the 

.rLrth^rthrciafms^ref paragraph 3, one o. 

See Eli Lilly, H9 F.3d 1559, 43 USPQ2d 1398. 
5 No claim is allowed. 

Fridays from 7:30 am to 5:30 pm A ^ssage ^y examiner 
examiner's voice mail service. If attempts to reacn u 
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by telephone are unsuccessful, l"*^ 180 *' 
Christina Chan can be reached on (703) 308-3973. 

Paoers related to this application may be submitted to 




G.R. Ewoldt, Ph.D. 
Patent Examiner 
Technology Center 1600 
October 31, 2002 



